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Cipro-C

Ciprofloxacin BP

Cipro-C containing Ciprofloxacin is a synthetic quinolone anti-infective agent. Ciprofloxacin
has broad spectrum of activity. It is active against most gram-negative aerobic bacteria
including Enterobacteriaceae and Pseudomonas aeruginosa. Ciprofloxacin is also active
against gram-positive aerobic bacteria including penicillinase producing, non-penicillinase
producing, and methicillin resistant staphylococci, although many strains of streptococci are
relatively resistant to the drug. The bactericidal action of Ciprofloxacin results from
interference with the enzyme DNA gyrase needed for the synthesis of bacterial DNA.
Following oral administration, it is rapidly and well absorbed from the G.I. tract. It is widely
distributed into the body tissues and fluids. The half-life is about 3.5 hours. About 30% to 50%
of an oral dose of Ciprofloxacin is excreted in the urine within 24 hours as unchanged drug and
biologically active metabolites.

COMPOSITION

Cipro-C 500: Each film coated tablet contains Ciprofloxacin 500 mg as Ciprofloxacin Hydrochloride USP.
Cipro-C 250 Suspension: After reconstitution each 5 ml contains Ciprofloxacin BP 250 mg as
hydrochloride.

Cipro-C Eye/Ear Drops: Each ml contains Ciprofloxacin hydrochloride BP equivalent to Ciprofloxacin 3 mg.
INDICATION

Cipro-C is used in adults for the treatment of urinary tract infections, lower respiratory tract
infections, skin and soft tissue infections, bone and joint infections and G.I. infections, caused by
susceptible gram-negative and gram-positive aerobic bacteria. It is also used for the treatment of
uncomplicated gonorrhoea caused by penicillinse producing Neisseria gonorrhoeae.

Eye: Cipro-C Eye/Ear Drop is indicated for the treatment of infections caused by susceptible
strains of the designated microorganisms in the conditions listed below:

Corneal Ulcers: Pseudomonas aeruginosa, Serratia marcescens, Staphylococcus aureus,
Staphylococcus epidermidis, Streptococcus pneumoniae.

Bacterial Conjunctivitis: Haemophilus influenzae, Staphylococcus aureus, Staphylocuccus
epidermidis, Streptococcus pneumoniae.

It is also indicated in the treatment of keratitis, kerato-conjunctivitis, blepharitis, blepharo-
conjunctivitis. Dacryocistitis, prophylaxis of ocular infections due to Neisseria gonorrhea or
Chalamydia trachomatis, prevention of ocular infections after removal of a corneal or physical
agent before or after ocular surgery.

Ear: Otitis externa, acute otitis media, chronic suppurative otitis media, Prophylaxis in otic
surgeries such as mastoid surgery.

DOSAGE AND ADMINISTRATION

The duration of treatment depends upon the severity of infection. The usual duration is 7 to 14

days; however, for severe and complicated infections more prolonged therapy may be required.

ADULT DOSAGE GUIDELINES

. Dosage
Infections - -
Unit Dose | Frequency |Usual Duration
Urinary Tract Infection 500 mg Twice daily | 7to 14 days
Chronic Bacterial Prostatitis 500 mg Twice daily | 28 days
Urethral & Cervical Gonorrhea 250 mg Single Dose | Single Dose
Infectious Diarrhea 500 mg Twice daily | 5to 7 days
Typhoid Fever 500 mg Twice daily | 10 days
Lower Respiratory Tract, Skin and Skin Structure Infection 500 mg Twice daily | 7 to 14 days
Acute Sinusitis 500 mg Twice daily | 20 days
Inhalational Anthrax (Post Exposure) 500 mg Twice daily | 60 days
PEDIATRIC DOSAGE GUIDELINES (PATIENTS FROM 1 TO 17 YEARS OLD AGE)
Infection Dose Frequency | Duration
Complicated Urinary Tract 10 mg/kg to 20 mg/k? (maximum Twice daily | 10to
or Pyelonephritis 750 mg per dose; not fo be exceeded 21 days
even in patients weighing > 51 kg)
Typhoid Fever 12 mg/kg Twice daily | 10 days
Infectious Diarrhea 10 mg/kg Twice daily | 3 days
Shigellosis 10 mg/kg Twice daily | 5 days
Inhalational Anthrax (Post Exposure) | 15 mg/kg (maximum 500 mg per dose) | Twice daily | 60 days
FOR EYE/EAR DROPS

EYE

Corneal Ulcers: The recommended dosage regimen for the treatment of corneal ulcers is two
drops into the affected eye every 15 minutes for the first 6 hours and then two drops into the
affected eye every 30 minutes for the remainder of the first day. On the second day, instill 2
drops in the affected eye hourly. On the third through the fourteenth day, place two drops in the
affected eye every four hours. Treatment may be continued after 14 days if corneal
reepithelization has not been occurred.

Bacterial Conjunctivitis: The recommended dosage regimen for the treatment of bacterial
conjunctivitis is one or two drops instilled into the conjunctival sac(s) every two hours while
awake for two days and one or two drops every four hours while awake for the next five days.
EAR

For all infections, initially 2-3 drops every 2-3 hours, reducing the frequency of the instillation
with control of infection. Treatment should be continued at least 7 days.

PRECAUTION AND WARNING

It should be used with caution in patients with suspected or known CNS disorders such as
arteriosclerosis or epilepsy or other factors which predispose to seizures and convulsion.
INFORMATION FOR PATIENTS

e Cipro-C may be taken with or without meals and to drink fluids liberally.

e Concurrent administration of Ciprofloxacin should be avoided with magnesium/aluminum
antacids, or sucralfate or with other products containing calcium, iron and zinc. These products
may be taken two hours after or six hours before Ciprofloxacin.

o Ciprofloxacin should not be taken concurrently with milk or yogurt alone, since absorption of
Ciprofloxacin may be significantly reduced. Dietary calcium is a part of a meal, however, does
not significantly affect the Ciprofloxacin absorption.

PREGNANCY, LACTATION & CHILDREN

Not to be used in pregnancy and nursing stage. Though not recommended for the children where
benefit out — weighs risk, a dosage of 7.5-15 mg/kg/day in two divided doses can be given.
Cipro-C Eye/Ear Drops: Safety in pregnant women has not been established.
CONTRAINDICATION

Patients with a history of hypersensitivity to Ciprofloxacin or to other quinolones.

ADVERSE REACTIONS

Adverse effects include nausea and other gastrointestinal disturbances, headache, dizziness and
skin rashes. Crystalluria has occurred with high doses. Local burning or discomfort, itching, foreign
body sensation, lid margin crusting, conjunctival hyperemia and a bad taste following
administration. Photophobia maybe reported.

STORAGE CONDITION

Store in a cool and dry place below 30° C, protected from light and moisture. Keep out of the reach of children.
HOW SUPPLIED

Cipro-C 500: Each box containing 5x10 tablets in Alu-Alu blister pack.

Cipro-C 250 Suspension: Suspension: Box containing two bottles. Small bottle contains
Ciprofloxacin microcapsules and large bottle contains diluent for suspension. After
reconstitution as per direction bottle containing 60 ml suspension.

Cipro-C Eye/Ear Drops: Each plastic dropper bottle contains 5 ml of Ciprofloxacin BP 0.3% sterile solution.

W Voaciured by

Chemist Laboratories Limited
_ College Row, Barishal, Bangladesh.
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